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July 22, 1993

M. Jerome E, Dennis, Chief

Li ght Products Branch (HFzZ-312)

O fice of Conpliance

Center for Devices & Radiol ogical Health
Food & Drug Adm nistration

1390 Piccard Drive

Rockville, Mp 20850

pear M. Denni s:

Re: FDA 21 cFr Part 1040 Notice of Intent
to Amend Performance Standard

AT&T commends the Food & Drug Adm nistrationis intent

to amend the Performance Standard for raser Products

(21 CFR 1040). AT&T has been proactive in supporting ANS|
and IEc efforts to harnonize |aser safety standards while
vigilant to the requirenent of maintaining public safety.
AT&T appreciates the accunul ation of new biol ogical data
since 1985, and is pleased that this data has been
considered in the standards-setting process.

AT&T views this Notice of Intent as a positive effort in
the areas of harnonization, recognition of biological evi-
dence, and practicality associated with conpliance and
product safety. AT&T supports the FDA's intention on these
poi nt s: .
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Harmonization

Har moni zation with ANSI and IE¢ will Serve to increase the

conpetitiveness of U S. products areund the world. The

gl obal i zati on of markets has made it inperative for u.s.
corporations to conformwth global standards. The harme-

nization, especially with the 1e¢, will nake conformance

| ess conplicated and nore cost effective. 1In this respect,

AT&T supports anmendnents 12 and 13 which prepese that 1EC-

825 warning and explanatory Jlabels be accepted as alterna-

tives to current labels and non-interlocked housing | abels.

Biological Data

AT&T supports the FDA's recognition of new biol ogical evi-
dence, s=ince 1985, in proposing amendments 1, 4, 5, 6, & 7.
While most of these anmendnments could al so be categorized
under “harnoni zation,” AT&T wants te enphasize and support
the concl usions of the nenbers orFpa, | EC and ANSI commit-
tees based on the interpretation of the increasing body of
research that advances the safe use of |asers.

AT&T agrees with Fpa's proposals to increase the AEL in the
spectral range from 500 to 1400 nanoneters for emission
durations of 10 seconds or |onger; to reduce the AEL of
Class 1 for repetitively pulsed lasers; to expand the wave-
length range f or "eye safe" infrared laser radiation; to
amend the AEL of the classes of |aser products; and to re-
vi se the neasurenent paraneters for radi ant power or energy

Practical Considerations
AT&T agrees that some requirenments in the current Perform
ance Standard do not inpact public safety but may place a

burden on the manufacturer. since some of these.amendments
al so bring FDA in accord with | EC and ANSI, we support the

inclusion of anendnments 2, 3,8,9,10, 14, and 15.
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W\ recogni ze the practical inportance of reducing the emis-
sion durations for the Classification of class | |aser
products that emit visible or infrared |aser radiation not
i ntended for human exposure; the addition of a Cass IIIa
for the ultraviolet and infrared regions; the rel axation of
the radiation levels for safety interlocks; the relaxation
of the requirement for emission indicators and beam attenu-
ators; the addition of the requirenent for visible indica-
tors for renote |aser apertures for Cass Illb and 1v
systens; the sinplification of the requirenents for labels
tor noninterlocked and defeatable interlocked protective
housi ngs; and the sinplification of the user information
requirenents.

Amendnents 11, 16, 17, 18, and 1% do not currently apply to
our busi ness so we decline to comment on these at this tine

Al so, ArsT requests that a section be included in the
amendnent to exenpt from reporting certain |aw power |aser
products. This section would condense and clarify provi-
zions set forth in Laser Notices 36, 41 and 42 and other
notices as applicable. such inclusion would nake avail abl e
such information to the broad audience it is intended for,
and reduce m sunder st andi ngs associated wth the adminis-
tration of the regul ation.

We appreciate the opportunity to comment on these amend-
ments to the laser product performance standard. 1f you
need any foll ow up comments, pl ease call our Corporate
Laser Saf ety officer, Ron Petersen, on (908) 582-6442.

Leon Mtrani
Menber of the
Techni cal Staff




